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Amendment No 1
to Clinical Study Site Agreement

Dodatek ¢. 1
ke Smlouvé s pracovistém klinického
hodnoceni

This Amendment (the "Amendment”),
entered into as of the date on which the
Amendment is published in the Czech
Republic contract register, (“Effective Date”),
is entered into by and among:

Tento dodatek (dale jen ,,Dodatek") se
uzavira ke dni jeho zvefejnéni v registru
smluv Ceské republiky (dale jen ,Datum
ucinnosti“) mezi:

Fakultni nemocnice Ostrava, located at
17. listopadu 1790/5, Ostrava — Poruba, 708
52, Czech Republic, IC: 00843989, DIC:
CZ00843989, Establishment list of the
Ministry of Health of 25 November 1990 File
no. OP-054-25.11.90, in the affairs of this
contract is entitled to act and sign:

Deputy
Director of Science, Research and Education
(“Institution™)

and

Fakultni nemocnice Ostrava, se sidlem na
adrese 17. listopadu 1790/5, Ostrava —

Poruba, 708 52, Ceska republika, IC:
00843989, DIC: CZ00843989, Zfizovaci listina
MZ CR ze dne 25. listopadu 1990 ¢.j. OP-054-

25.11.90, ve vécech této smlouvy je
opravnén jednat a podepisovat: h
I 5tk Fecitele
pro védu, vyzkum a vyuku (dale jen ,,

zdravotnické zarizeni”) a

I, ith
address of work at: Fakultni nemocnice
Ostrava, Klinika hematoonkologie, 17.
listopadu 1790/5, Ostrava — Poruba, 708 52,
Czech Republic ("Investigator") and

S
adresou pracovisté: Fakultni nemocnice
Ostrava, Klinika hematoonkologie, 17.

listopadu 1790/5, Ostrava — Poruba, 708 52,
Ceska republika, (dale jen ,zkousejici Iékai")
a

Pharmaceutical Research Associates CZ,
S.r.o0., located at Jankovcova 1569/2c, Praha
7, 170 00, Czech Republic, company ID
number: 27636852, TAX ID number:
CZ27636852, the limited liability company
duly registered in the Commercial Register of
the Czech Republic maintained by the
Municipal Court in Prague, Section C, Entry

120574, represented by | GTcGcGcGcGNG
ﬁ authorized representative

based on power of attorney (“"CRO"),

Pharmaceutical Research Associates CZ,
s.r.o., se sidlem na adrese Jankovcova
1569/2c, Praha 7, 170 00, Ceska republika,
IC: 27636852, DIC: CZ27636852, spoleCnost
s ruCenim omezenym Fadné zapsana v
Obchodnim rejstriku Ceské republiky
vedeném Méstskym soudem v Praze, oddil C,
vlozka 120574, zastoupena
povérenou zastupkyni na
zakladé pIné moci (dale jen “"CRQO"),

for the purpose of amending the Clinical
Study Site Agreement among Investigator,
Institution and CRO dated February 28,
2019 (the “Agreement”) relating to the

pro Ucely Upravy Smlouvy s pracovistém
klinického hodnoceni mezi Zkousejicim,
Zdravotnickym zarizenim a CRO ze dne 28.
unora 2019 (dale jen ,,Smlouva") tykajici se
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conduct of the clinical research (the “Study”)
described in the protocol entitled ” A Phase 2,
Open-Label Study of Ixazomib+
Daratumumab+ Dexamethasone (IDd) in
Relapsed andy/or Refractory Multiple Myeloma
(RRMM)', Protocol No. C16047 (the
“Protocol”) on behalf of Millennium
Pharmaceuticals, Inc, a wholly owned
subsidiary of Takeda Pharmaceutical
Company Limited Address: 40 Landsdowne
Street, Cambridge MA 02139, USA, VAT No:
04-3177038 (“Sponsor”). All capitalized
terms herein shall have the same meaning as
in the Agreement, unless otherwise defined
herein.

provadéni klinického vyzkumu (dale jen
,Studie") popsaného v protokolu s nazvem
»Otevrend studie faze 2 hodnotici kombinaci
pfipravkd ixazomib, daratumumab a
dexametazon (IDd) u pacientd s relabujicim
a/nebo refrakternim mnohocetnym
myelomem (RRMM)”, C. protokolu C16047
(dale jen ,,Protokol") v zastoupeni spolecnosti
Millennium Pharmaceuticals, Inc, piné
vlastnena spolecnosti Takeda Pharmaceutical
Company Limited Adresa: 40 Landsdowne
Street, Cambridge MA 02139, USA, DIC: 04-
3177038 (dale jen ,Zadavatel"). Pojmy
uvedené velkym pocatecnim pismenem maji
stejny vyznam jako ve Smlouvé, pokud zde
nejsou definovany jinak.

For good and valuable consideration, receipt
of which is hereby acknowledged, the parties
listed above agree as follows:

S ohledem na fadné a hodnotné protipInéni,
jehoz prijeti se timto uznava, se vyse
uvedené strany dohodly nasledovné:

1. The Agreement is hereby revised as
follows:

1. Smlouva se timto upravuje nasledujicim
zplsobem:

a.) In connection with the amendment of
the Protocol number 2 dated 18 April 2019
and the amendment of the Protocol 4 dated
28 September 2020, the Exhibit of the main
Agreement A-1 Budget will be replaced by
the Exhibit A of this Amendment.

a.) V souvislosti s dodatkem k Protokolu cislo
2 ze dne 18. dubna a dodatkem k Protokolu
Cislo 4 ze dne 28. zafi 2020, priloha hlavni
smlouvy A-1 Rozpocet bude nahrazena
prilohou A tohoto Dodatku.

2. Inall other respects the terms and
conditions of the Agreement shall remain in
full force and effect.

3. This Amendment shall be entered into as
of the day of signature by all contracting
parties and shall take effect on the day of its
publication in the register of contracts in
accordance with Act No. 340/2015 Coll., On
the register of contracts, as amended.

4. This Amendment is made in three
counterparts in Czech and English. In the
event of a conflict between the two language
versions, the Czech version of the
Amendment shall prevail.

2. Ve vSech ostatnich ohledech zlstavaji
podminky Smlouvy pIné platné a ucinné.

3. Tento Dodatek nabyva platnosti dnem
podpisu vSemi smluvnimi stranami a
ucinnosti  dnem  uverejnéni v registru
smluv v souladu se zakonem ¢. 340/2015
Sb., o registru smluv, ve znéni pozdéjSich
predpis.

4. Tento Dodatek je sepsan ve trech
vyhotovenich v ¢eském a anglickém
jazyce. V pripadé rozporu obou jazykovych
verzi, je rozhodujici ceské znéni Dodatku.
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IN WITNESS WHEREOF, the parties have
executed this Amendment and it shall be

NA DUKAZ TOHO UZAVRELY smluvni strany
tento Dodatek, ktery bude ucinny k Datu

effective as of the Effective Date set forth ucinnosti uvedenému vyse.
above.

Pharmaceutical Research Associates CZ, s.r.0o

By / Podepsal(a):

Name / Jméno: | NN

Date / Datum:

Fakultni nemocnice Ostrava
By / Podepsal(a):

Name / Jméno: [

Date / Datum:

By / Podepsal(a):

Name / Jméno: [ EEEEEENEN

Title / Funkce: Investigator / Zkousejici Iékar

Date / Datum:
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Exhibit A/ Priloha A
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